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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-16 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1-16 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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DETAILED ACTION 
Drawings 

1 . The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the anti-asphyxia valve 
must be shown or the feature(s) canceled from the claim(s). No new matter should be 
entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 
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Claim Rejections - 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

1. Claims 1, 2, 4-6, 10, 11 and 13 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Choksi (US. 4,360,018). 

2. Regarding claim 1, Choksi discloses a mask assembly comprising: a patient 
interface (42) (fig. 5) configured for connection to a patient in use, the patient interface 
being in communication with a source of gas pressurized (43) above atmospheric 
pressure; and a filter assembly (40) configured to receive gas exhaled by the patient in 
use, whereby the exhaled gas is vented to atmosphere (45) following passage through 
said filter assembly (column 4, lines 23-26). 

3. Regarding claim 2, Choksi discloses a mask assembly comprising a connection 
joint (41) (fig. 5) defining a passage between the patient interface and the vent 
assembly. 

4. Regarding claim 4, Choksi discloses a mask assembly wherein the connection 
joint (3) is an L-shaped joint in which the filter assembly (4) is positioned in use between 
the source of pressurized gas (14) and the L-shaped joint (fig. 1). 

5. Regarding claim 5, Choksi discloses a mask assembly wherein the filter 
assembly (4) includes an inlet to receive the gas exhausted by the patient, a central 
chamber (33, 34), a filter (26) provided in the central chamber, and an outlet configured 
to release the exhausted gas following filtering (column 3, lines 49-57). 

6. Regarding claim 6, Choksi discloses a mask assembly wherein the filter is 
made of a hydrophobic material (column 4, line 45). 
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7. Regarding claim 10, Choksi disclose a mask assembly wherein the filter 
assembly (4) includes a filter (26). 

8. Regarding claim 1 1 , Choksi discloses a mask wherein the filter has a viral 
efficiency of greater than 99.999% (column 3, lines 60-61). 

9. Regarding claim 13, Choksi discloses a mask wherein the filter assembly (40) is 
positioned in use between the source of pressurized gas (43) and the patient interface 
(42) (fig. 5). 

Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . Claims 3, 7-9 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Choksi (US. 4,360,018). 

Regarding claim 3, Choksi discloses the claimed invention except for the 
connection joint comprising a T-shaped joint. It would have been an obvious matter of 
design choice to one skilled in the art at the time the invention was made to construct 
the connection joint as a T-shaped joint instead of a Y-shaped joint as taught by Choksi, 
since applicant has not disclosed that such solve any stated problem or is anything 
more than one of numerous shapes or configurations a person ordinary skill in the art 
would find obvious for the purpose of providing a forming edge in the heating portion or 
clamp. In re Dailey and Eilers, 149 USPQ 47 (1966). 
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Regarding claim 7, Choksi discloses the mask assembly according to claim 5, 
but fails to disclose the central chamber being provided with a calibration cap including 
one or more openings. 

However, applicant admitted prior art of a calibration cap (para [0025]) as being a 
commercially available part. 

It would have been obvious to one or ordinary skill in the art to modify the 
invention of Choksi to include a calibration cap since it is known in the art for use with 
this type of device. 

Regarding claim 8, Choksi discloses the mask assembly according to claim 7, 
but fails to disclose a calibration cap including a vent port in communication with the 
central chamber and a plug for said outlet. 

However, applicant admitted prior art of a calibration cap (para [0025]) as being a 
commercially available part. 

It would have been obvious to one or ordinary skill in the art to modify the 
invention of Choksi to include a calibration cap since it is known in the art for use with 
this type of device. 

Regarding claim 9, Choksi discloses the mask assembly according to 1 , but 
fails to disclose the mask assembly wherein the filter assembly includes an in-line vent 
positioned in use between the source of pressurized gas and the patient interface. 

However, applicant admitted prior art of an in-line vent (para [0030]) as being a 
commercially available part. 



Application/Control Number: 10/582,479 Page 6 

Art Unit: 4185 

It would have been obvious to one or ordinary skill in the art to modify the 
invention of Choksi to include an in-line vent since it is a commercially available and 
more compact design for the embodiment of Choksi in figure 5. 

Regarding claim 12, Choksi discloses the mask assembly according to claim 5, 
but fails to disclose the mask assembly wherein the filter has an impedance of not 
greater than about 2.0 cm water at about 60 liters per minute. 

However, Choksi discloses a mask assembly wherein the filter has a low 
pressure drop of less than 0.3 inches of water at gas flow rates up to 1 2.5 L gas/minute. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the values of impedance taught by Choksi, since it has 
been held that discovering an optimum value of a result effective variable involves only 
routine skill in the art. In re Boesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980). 

12. Claims 14-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Choksi (US. 4,360,018) and Gunaratnam (US. 7,185,652). 

Regarding claim 14, Choksi fails to disclose a mask assembly further 
comprising an anti-asphyxia valve. 

However, Gunaratnam et al. discloses a mask assembly further comprising an 
anti-asphyxia valve (abstract) 

1 3. It would have been obvious to one of ordinary skill in the art to modify the 
invention of Choksi to include an anti-asphyxia valve as taught by Gunaratnam et al. 
since doing so would make the device safer to use. 
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Regarding claim 15, Choksi fails to disclose the mask assembly of claim 14, 
further comprising a filter cap provided to the filter assembly, wherein the anti-asphyxia 
valve is provided to the filter cap. 

However, applicant admitted prior art of a calibration cap (para [0025]) as being a 
commercially available part. 

Gunaratnam discloses an anti-asphyxia valve for use with a mask assembly 
(Abstract). 

14. It would have been obvious to one or ordinary skill in the art to modify the 
invention of Choksi to include a calibration cap since it is known in the art for this type of 
device, and it would have been obvious to one of ordinary skill in the art to construct the 
device of Choksi with an anti-asphyxia valve as taught by Gunaratnam since doing so 
would make the device safer to use. 

Regarding claim 16, Choksi disclose a mask assembly further comprising a vent 
(45), but fails to disclose a mask assembly wherein the anti-asphyxia valve is provided 
to the vent. 

However, Gunaratnam disclose a mask assembly wherein a anti-asphyxia valve 
is provide to a vent (31) (column 2, lines 57-61). 

1 5. It would have been obvious to one of ordinary skill in the art to modify the 
invention of Choksi to include an anti-asphyxia valve as taught by Gunaratnam et al. 
since doing so would make the device safer to use. 

Conclusion 
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The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The following references are cited for disclosing related 
limitations of the applicant's claimed and disclosed invention. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher Blizzard whose telephone number is (571)- 
270-7138. The examiner can normally be reached on Monday-Thursday 7:30 AM - 6:00 
PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terrell McKinnon can be reached on (571) 272-4797. 

1/15/09 
/C. B./ 

Examiner, Art Unit 4185 



/Terrell L Mckinnon/ 

Supervisory Patent Examiner, Art Unit 4185 



